i, LABORATORIO
PMINTLAB

Departamento Control de Calidad

BOLETIN DE ANALISIS
MATERIA PRIMA

Nueva Andres Bello N°1940 Tel 56225624400

N° Lote de Inspeccién

010000013496

Lote Logistico
0000010741

Nombre Cadigo Fecha de Fabricacién

LACTULOSA 70% CONCENTRADA 714077 07.08.2020

Proveedor Lote de Fabricante Fecha de Recepcion Fecha de Vencimiento

RELAX LTD. P3771 14.01.2021 07.08.2024

Fabricante Pais Fabricante Cantidad Recibida Cantidad Muestreada

LACSALTD Sudafrica 22.400.000 G 320 G

ENSAYO ESPECIFICACION RESULTADO RESOLUCION

Descripcién Liquido siruposo, incoloro a ambar. Puede presentar Cumple Aceptacion
cierta precipitacion y oscurecimiento al ser
almacenado y mantenido en reposo. Libre de
particulas extrafias en suspension.

Identidad (HPLC) Positiva para Lactulosa Positivo Aceptacién

Identidad (Precipitado) Positiva para Lactulosa Positivo Aceptacién

indice de refraccion No menos de 1,451. 1,470 Aceptacion

Residuo de ignicion No mas de 0,1% 0,1% Aceptacion

Impurezas organicas (HPLC) Galactosa: No mas de 16 % de la concentracion de 5,1 % Aceptacién
Lactulosa en muestra

Impurezas organicas (HPLC) Lactosa: No mas de 12 % de la concentracién de 4.5 % Aceptacion
Lactulosa en muestra

Impurezas orgéanicas (HPLC) Epilactosa: No mas de 8 % de la concentracion de 3.4 % Aceptacion
Lactulosa en muestra

Impurezas organicas (HPLC) Fructosa: No mas de 1 % de la concentracion de 0,1% Aceptacion
Lactulosa en muestra

Impurezas organicas (HPLC) Tagatosa: No mas de 4 % 1,5 % Aceptacion

Valoracién Lactulosa (HPLC) 70,0g/100 mL.66,5g-73,5g /100 mL. 67,69 Aceptacion
Correspondiente a un 95,0 - 105,0 % de lo declarado.

Material de Envase-Empaque Envase bien cerrado. Preferentemente a una Cumple Aceptacién
temperatura entre 2° C a 30° C, evitar el
congelamiento.
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LABORATORIO
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BOLETIN DE ANALISIS

N° Lote de Inspeccion

/ MATERIA PRIMA 010000013496
¢ MINTLAB
Departamento Control de Calidad Lote Logistico
Nueva Andres Bello N°1940 Tel 56225624400 0000010741
Nombre Codigo Fecha de Fabricacién
LACTULOSA 70% CONCENTRADA 714077 07.08.2020
Proveedor Lote de Fabricante Fecha de Recepcién Fecha de Vencimiento
RELAX LTD. P3771 14.01.2021 07.08.2024
Fabricante Pais Fabricante Cantidad Recibida Cantidad Muestreada
LACSA LTD Sudafrica 22.400.000 G 320 G

ENSAYO ESPECIFICACION RESULTADO RESOLUCION
RT de Microorganismos <0 =100 ufc/mL <10,0 Aceptacion
aerobios
RTC de Hongos y levaduras Menor que 10 u.f.c /mL <10,0 Aceptacion
Escherichia coli Ausencia Ausencia Aceptacion
Salmonella Ausencia Ausencia Aceptacion
Pseudomona aeruginosa Ausencia de Pseudomonas aeruginosa en 1 mL Ausencia Aceptacion
Staphylococcus aureus Ausencia de Staphylococcus aureus en 1 mL Ausencia Aceptacion

A

Resolucidn Aprobado

Fecha inicio Fecha Fin

Analista

3
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g []
Jegudr [/

z

Referencia
MA-714077-API V1.0 EMP-714077 V1.0

N° Cuaderno
N/A

\

N° Folio
N/A

Responsable
SEBASTIAN MATIAS ESCALONA ORDENES

Firma

Fecha

OBSERVACIONES:
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72 Ballantras Road, Merzhank,
Durban, 4052, South Africa
Telephone: (031) 450 7700

Telefax: (031j462 6150
Reg. Nn. 93/05406/07

CERTIFICATE OF ANALYSIS

This documentation set releases the product for shipment and sale by Retax Limited

PRODUCT Lactulose Concentrate USP/BR/Ph Eur 70.0% (wiv)

CUSTOMER MINTLAB CO. 8.A. - CHILE

LBE NUMBER 4272 | CERTIFICATE ISSUE NUMBER | 01 .

BATCH NUMBER P3771 CONTROL NUMBER 220/20/P3771

SPECIFICATION o USP/BR/Ph Eur CONTROL PROCEDURE NO. 23

DATE OF MANUFACTURE 07 Augusi 2020 DATE OF EXPIRY 07 August 2024 B

DATE OF ANALYSIS 86 August 202 DATEZ OF BATCH AFFROVAL 02 Geptember 2020
MUMBER OF DRUMS an GUANTITY 22 400 kg
! TEST REQUIREMENT RESULT

| Characteristics (Ph. EurBP)

A clear, viscous figuid, colourless to pale
brownigh-yellow. miscible with water. it may he
8 supersaturated solution or may contain

crystals which disappear on heating. A 10% |

wiv solution is laevorotatory.

A ciear, viscous liquid, colourless 1o
pale yeliow, miscible with water. A
10% viv solution is laevorotatory.

!
|
!

Description And Solubility

Colouriess 1o amber syrupy liguid which may
axhihit some precipitation and darkening unon

Colourless to amber syrupy liguid.

declared content of Laciulose.

| (US iviiscibie with L
o standing. Miscible with water. ISCIDIE Wit wener
The retention time of the major peak in the | The retention fime of the major |
Identification | 5P {A) | chromatogram of the Assay preparation { peak in the chromatogram of the |
Ph.Eur/BP (B) | corresponds 1o  that of the standard | Assay preparation corresponds (o
preparation. that of the standard praparation
: use (B) P : f A red precipitate of cuprous oxide is
ldentification Ph.Eur/BP (C) A red precipitate of cuprous oxide is produced. produced.
ldentification | Ph.Eur/BP (D) | A red colour develops. A red colour develops.
- ; . ! ; I Clear and not mare  intensely
" Clear and noi more niensely coloured than | - 3
Appearance of Solution reterence solufion BY.. Ecz(i:ured than reference solution
Suiphite Not more than 30 ppm <30 ppm
pH (Ph. Eur) 30070 5.0
Boron Not more than 5 ppm <5 ppm
[
F Residue on Ignition Mot more than 0.1% wiw 202 Y%ww
Sulphated Ash Not more than 0.2% whiw relative to the 0.03 % whw

r"—’ag; 1ol 3
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i SUATION

EATCH NUMEER: P71

CONTROL NUMER: 220/20/P3771

TEST REQI.!IREMENT RESULT

| Assay (USP) 66.5% - 73.5% (W) of lactulose 689 %ww
Assav {(Ph.Eur) 555 % - 73.5% (why) of l=c*;:gve 705 %wn T
Related Substances (USSP}

Galactose Naot more than 18% w/w relative 1o laciulose i E6 % wiw

*-:;sa_ D E’slc-o;[_r'.:mre t-f;-an 12% wiw relaiive to iactulose 3.7 - g % whnr ]
Fpa;égzéé Mot mare than 8% wg;;::.;;i;"lti»'e o laciulose 1.8 Yo WIAW
Fructose Not more than 1% w/w reiatfive to laclilose 0.03 % wiw
Tagatose Neot more than 4% wiw relative 1o lactulose 1.8 Yo Wi

i_R_elated ST:bstances (pfhgﬁf - ]
Galactaze {Emp:mty 2} Mot 'nore than 15% w/w relative to lactuiose 5.1 %mw
Lactose {(lmpurity G} Not more than 10% wiw refative ta lactulose 4.1 Yawidvr
Ep!lactose (Impurity A} Mot more than 10% w/w relative to tactulose 20 Yot/

l Fructosa (Impunty D) Not more than 1.0% wiw relaiive to lactulose 0.1 Yowiw ]
'!'agawse {impurity E] Not more than 4. ﬂ“’ Wi ’"..' slative to lactulose 1.8 Yol
%?ﬂ;i‘gf;gpe“t'z'mﬂumncs . Not more than 4.0% wiw relative to factulose | 0.27  %wiw
Imeurihe & | Mot mnra than 1 5% whn relathe tn lantilaes a1 G/ aarfiar
Imparrity # Not mara than 1.8% win relative i jactiloes 017 Shwiw o
Unspecified impurity | @ RRT 1.8 Not more than 0.5% w/w relative to laciuiose 0.18 oW/
Unspecified Impurity 4 @ RRT 0.79 | Not more than 0.5% wiw relative to lactulose 0.02 %wiw
Unsoecified imourity €6 BRT 0.6 | Notmore than 0.5% wiw relative to lactines | nos  omwhe
Sum of Invourities eluting after H Not maore than 1 3% wiw ralative o lach dnse [_!_) 18 Gl
lll;:::llritiesl;‘;::*éﬁ - excluding Not more than 12.0% whw retative to lactulose | 4.4 awviw
Microbiology
i el ROTe gn 104 Giy per oy I =3 ciumid {
Yeasts and Moulds Notmore than 10 ciu per mi <7 ciufmi i
Salmonella Absent Absent
Escherichia coli Abzant Absent

| AOsEil AL
Apssnt Absent
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ERTIFICATE OF ANALYSE CONTINUATION

L3
BATCH NUMBER: F3771

CONTROL NUMER; 220/20/P3771

| TEST ' REGUIREMENT | RESULT |
| Additional LACSA (Pty) Limited Tests i B T
h&.‘;na‘::ctivi‘rf @25 °C Noi more than 5§ pSicm 03 uSfem

Density @ 20 °C For information only 1.358 glom®

BH (USP 22} 3.0k 7.0 55
;t:al Unkno\ﬁhs _{USP) leli\chV.Vtrmore ;han 3.1% wiw réiaﬁve fo lactulose D.-Q Sty

Epilactose, Tagatose and Unimown ‘ Not more than 8% wiw in fotal relative to the 45 o Vi

Related Substances (USF)

content of lactulose

Characteristics

CORCLUSION:

i Tel: 031 450 7713
Fax: 031 462 6190

Email: jmudali@iilove.co.za

|
|
|

A clear, viscous liguid.

DATE APPROVED:

A clear, viscous liquid.

11072020

This batch has been manufactured in accerdance with cGMP standards and complies with the requiremenis of the process |
described in the current Drug Master File. Scanned conies of his GOA set have been maiied electronicaily and the ori
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